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Health and Human Services Department
RULES
Banned Devices; CFR Correction – 11865 ( Mar 5)
Basic Health Programs:

Federal Funding Methodology for Program Year 2016 – 9636 ( Feb 24)
Guidance for Industry and Staff:

Closed Circuit Escape Respirators; Transition Extension – 4801 ( Jan 29)
Individual Patient Expanded Access Applications – 7318 ( Feb 10)
United States v. Windsor for Purposes of Entitlement and Enrollment in

Medicare Hospital Insurance and Supplementary Medical
Insurance – 7975 ( Feb 13)

Head Start Program – 7368 ( Feb 10)
Medical Device Reporting:

Electronic Submission Requirements; Correcting Amendments – 10586
( Feb 27)

Medical Devices:
Obstetrical and Gynecological Devices; Classification of the Assisted

Reproduction Embryo Image Assessment System – 10330 ( Feb 26)
Physical Medicine Devices; Powered Exoskeleton; Classification – 9600

( Feb 24)
Medicare and Medicaid Programs:

Hospital Outpatient Prospective Payment and Ambulatory Surgical Center
Payment Systems, etc.; Correction – 9629 ( Feb 24)

Medicare Programs:
Medicare Advantage and the Medicare Prescription Drug Benefit

Programs, Technical Changes – 7911 ( Feb 12)
Medicare Programs; Reporting and Returning of Overpayments – 8247

( Feb 17)
Right of Appeal for Medicare Secondary Payer Determinations Relating to

Liability Insurance, No-Fault Insurance, and Workers Compensation
Laws and Plans – 10611 ( Feb 27)

Patient Protection and Affordable Care Act:
Benefit and Payment Parameters – 10749 ( Feb 27)

Premarket Approvals:
Automated External Defibrillator Systems; Requirement Effective

Date – 4783 ( Jan 29)
Automated External Defibrillator Systems; Requirement Effective Date;

Republication – 5674 ( Feb 3)
State Long-Term Care Ombudsman Programs – 7703 ( Feb 11)
User Fees:

Respirator Certification Fees – 3891 ( Jan 26); 4805 ( Jan 29)
PROPOSED RULES
Acquisition Regulations – 11265 ( Mar 2)
Clinical Trials Registration and Results Submission – 8030 ( Feb 13)
Color Additive Petitions:

Signature Brands, LLC – 6468 ( Feb 5)
Environmental Impact Statements; Availability, etc.:

Standards for Growing, Harvesting, Packing, and Holding of Produce for
Human Consumption – 1852 ( Jan 14)

Food Additive Petitions (Animal Use):
Humic Products Trade Association – 422 ( Jan 6)

Generic Drug User Fee Amendments; Regulatory Science Initiatives; Public
Hearing – 11966 ( Mar 5)

Guidance for Industry and Staff:
Adoption and Foster Care Analysis and Reporting System – 7131 ( Feb 9)
Possession, Use, and Transfer of Select Agents and Toxins; Biennial

Review – 10656 ( Feb 27)
Standards for Growing, Harvesting, Packing, and Holding of Produce for

Human Consumption; Notice for Public Meeting on Draft
Environmental Impact Statement – 1478 ( Jan 12)

Indian Health Programs:
Payment for Physician and Other Health Care Professional Services and

Medical Charges Associated with Non-Hospital-Based Care – 1880
( Jan 14)

New Drug Applications:
Abbreviated New Drug Applications, etc. – 6801 ( Feb 6)

Over-the-Counter Sunscreen Drug Products:
Status of Ecamsule – 10035 ( Feb 25)
Status of Enzacamene – 10026 ( Feb 25)

Standards for Growing, Harvesting, Packing, and Holding of Produce for
Human Consumption:

Environmental Impact Statements; Meeting – 1855 ( Jan 14)
Supplemental Applications Proposing Labeling Changes for Approved

Drugs and Biological Products:
Meeting; Request for Comments; Reopening of Comment Period – 8577

( Feb 18)
NOTICES
2015 Dietary Guidelines Advisory Committee Scientific Report – 9465

( Feb 23)
A Wearable Alcohol Biosensor Challenge; Requirements and

Registration – 11208 ( Mar 2)
Agency Information Collection Activities; Proposals, Submissions, and

Approvals – 228, 229, 232 ( Jan 5); 506 ( Jan 6); 1032, 1036 ( Jan 8); 1419
( Jan 9); 1504, 1505 ( Jan 12); 1636 ( Jan 13); 1915 ( Jan 14); 2428, 2429,
2430 ( Jan 16); 2943, 2952, 2953 ( Jan 21); 3237, 3239 ( Jan 22); 3592, 3592,
3593, 3598, 3600, 3603, 3603, 3606 ( Jan 23); 4270 ( Jan 27); 4924 ( Jan 29);
5114, 5118, 5120, 5122 ( Jan 30); 5561 ( Feb 2); 5760 ( Feb 3); 6090, 6094
( Feb 4); 6517, 6518, 6519, 6520, 6521 ( Feb 5); 6720, 6722, 6724, 6725,
6726, 6732 ( Feb 6); 6972 ( Feb 9); 7471, 7472, 7473, 7474, 7475, 7477,
7478, 7481 ( Feb 10); 7596, 7596, 7597, 7598, 7599, 7599, 7600, 7601,
7602, 7602, 7603, 7604, 7607 ( Feb 11); 8085 ( Feb 13); 8311, 8324
( Feb 17); 8652, 8654, 8655, 8656, 8657, 8659 ( Feb 18); 9268, 9269, 9270
( Feb 20); 9723, 9723, 9724, 9725, 9727, 9730 ( Feb 24); 10094, 10095,
10096 ( Feb 25); 10488, 10489 ( Feb 26); 10686, 10687 ( Feb 27); 11442
( Mar 3); 11675 ( Mar 4)

Agency Information Collection Activities; Proposals, Submissions, and
Approvals:

Affordable Care Act Tribal Maternal, Infant, and Early Childhood Home
Visiting Program: Guidance for Submitting an Annual Report to the
Secretary – 10098 ( Feb 25)

ANA Reviewer Profile for Panel Review Participation Form – 8662 ( Feb 18)
Annual Report on Households Assisted by the Low Income Home Energy

Assistance – 10697 ( Feb 27)
Appeals of Science-Based Decisions Above the Division Level at the Center

for Veterinary Medicine – 4931 ( Jan 29)
Assessment of Oncology Nursing Education and Training in Low and

Middle Income Countries – 10128 ( Feb 25)
Biosimilars User Fee Cover Sheet – 4272 ( Jan 27)
Blood Establishment Registration and Product Listing – 4932 ( Jan 29)
Child Care Quarterly Case Record Report – 2431 ( Jan 16)
Class II Special Controls Guidance Document--Labeling of Natural Rubber

Latex Condoms – 4273 ( Jan 27)
Class II Special Controls Guidance Document; Automated Blood Cell

Separator Device Operating by Centrifugal or Filtration
Principle – 4927 ( Jan 29)

Collection Requirements for the Low Income Home Energy Assistance
Program ACF-535 Quarterly Allocation Estimates – 10696 ( Feb 27)

Community Services Block Grant Model Plan Application – 3967 ( Jan 26)
Current Good Manufacturing Practice Regulations for Finished

Pharmaceuticals – 10117 ( Feb 25)
Current Good Manufacturing Practices and Related Regulations for Blood

and Blood Components, etc. – 11444 ( Mar 3)
Demonstrating Substantial Equivalence for Tobacco Products and

Demonstrating the Substantial Equivalence of a New Tobacco Product
-- Responses to Frequently Asked Questions – 11989 ( Mar 5)

Disclosure Regarding Additional Risks in Direct-to-Consumer Prescription
Drug Television Advertisements – 1637 ( Jan 13)
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Division of Cancer Epidemiology and Genetics Fellowship Program and
Summer Student Applications – 10127 ( Feb 25)

Evaluation and System Design for the Next Generation of HPOG Career
Pathways Programs – 11679 ( Mar 4)

Evaluation of the National Heart, Lung and Blood Institute Proteomics
Centers Program; Qualitative Interviews – 4291 ( Jan 27)

Export of Food and Drug Administration Regulated Products -- Export
Certificates – 6728 ( Feb 6)

Export of Food and Drug Administration Regulated Products; Export
Certificates; Correction – 8087 ( Feb 13)

Extralabel Drug Use in Animals – 3607 ( Jan 23)
Food and Cosmetic Export Certificate Application Process – 1422 ( Jan 9)
Food and Drug Administration and the National Cancer Institute Health

Communication Survey – 7483 ( Feb 10)
Food and Drug Administration Recall Regulations – 7609 ( Feb 11)
Formative Data Collections for Policy Research – 1420 ( Jan 9)
General Licensing Provisions; Section 351(k) Biosimilar Applications – 5761

( Feb 3)
Generic Clearance for Collection of Qualitative Feedback on Agency

Service Delivery, Customer Service Satisfaction and Similar
Surveys – 11206 ( Mar 2)

Generic Clearance for the Collection of Qualitative Feedback on Agency
Service Delivery – 4934 ( Jan 29)

Genetic Testing Registry – 11210 ( Mar 2)
Guidance for Industry on Postmarketing Adverse Event Reporting for

Medical Products, etc., During an Influenza Epidemic – 508 ( Jan 6)
Guidance on Consultation Procedures -- Foods Derived From New Plant

Varieties – 8663 ( Feb 18)
Head Start Grant Administration – 6091 ( Feb 4)
Health Information National Trends Survey – 8886 ( Feb 19)
Human Influenza Surveillance of Health Care Centers in the U.S. and

Taiwan – 10494 ( Feb 26)
Interstate Referral Guide – 5554 ( Feb 2)
Investigational New Drug Applications – 11449 ( Mar 3)
Labeling for Human Prescription Drug and Biological Products;

Requirements on Content and Format – 2943 ( Jan 21)
Low Income Home Energy Assistance Program Carryover and Re-

allotment Report – 11678 ( Mar 4)
Medical Device Labeling Regulations – 4928 ( Jan 29)
Multicultural Youth Tobacco Prevention Campaigns – 230 ( Jan 5)
National Center for Advancing Translational Sciences Global Rare Diseases

Patient Registry Data Repository Program – 2110 ( Jan 15)
National Child Abuse and Neglect Data System – 1916 ( Jan 14)
Notification of a Health Claim or Nutrient Content Claim Based on an

Authoritative Statement of a Scientific Body – 11443 ( Mar 3)
Objective Work Plan and Objective Progress Report – 8086 ( Feb 13)
Office of Refugee Resettlement Individual Development Accounts

Program – 4926 ( Jan 29)
ORR - 2 Quarterly Report on Expenditures and Obligations – 11442 ( Mar 3)
Population Assessment of Tobacco and Health Study – 7619 ( Feb 11)
Pre-testing of Evaluation Surveys – 1421 ( Jan 9)
Premarket Notification for a New Dietary Ingredient – 10121 ( Feb 25)
Prescription Drug Marketing Act of 1987; Administrative Procedures,

Policies, and Requirements – 10697 ( Feb 27)
Progress Reports for Center for Global Health's Low and Mid - Income

Countries Global Health Collaborations – 1921 ( Jan 14)
Refugee Microenterprise and Refugee Home-Based Child Care

Microenterprise Development Programs – 4925 ( Jan 29)
Reporting and Recordkeeping Requirements for Human Food and

Cosmetics – 1507 ( Jan 12)
Science and Technology for Americas Reinvestment; Measuring the Effects

of Research on Innovation, Competitiveness and Science – 6522
( Feb 5)

State Annual Long-Term Care Ombudsman Report and
Instructions – 11679 ( Mar 4)

Substantiation for Dietary Supplement Claims Made under the Federal
Food, Drug, and Cosmetic Act – 7610 ( Feb 11)

Understanding the Intersection Between TANF and Refugee Cash
Assistance Services – 10695 ( Feb 27)

Uniform Project Description Project Narrative Format for Discretionary
Grant Application Forms; Corrections – 9731 ( Feb 24)

Waiver of In Vivo Demonstration of Bioequivalence of Animal Drugs in
Soluble Powder Oral Dosage Form Products, etc. – 1506 ( Jan 12)

Youth Education and Relationship Services Descriptive Study – 10492
( Feb 26)

Applications for New Awards:
National Institute on Disability, Independent Living, and Rehabilitation

Research Community Living and Participation and, Health and
Function – 8312 ( Feb 17)

National Institute on Disability, Independent Living, and Rehabilitation
Research--Disability and Rehabilitation Research Projects and Centers
Program--Rehabilitation Engineering Research Centers – 8317 ( Feb 17)

Tribal Self-Governance Program; Negotiation Cooperative
Agreement – 8666 ( Feb 18)

Bethesda Campus Master Plan Record of Decision – 8094 ( Feb 13)
Biologics Licenses:

CHEMBIOMED, LTD., Opportunity for Hearing on Proposal to Revoke U.S.
License No. 0916 – 1917 ( Jan 14)

Certified Laboratories and Instrumented Initial Testing Facilities:
List of Facilities that Meet Minimum Standards to Engage in Urine Drug

Testing for Federal Agencies – 11211 ( Mar 2)
Meeting Minimum Standards to Engage in Urine Drug Testing for Federal

Agencies – 5566 ( Feb 2)
Urine Drug Testing for Federal Agencies – 43 ( Jan 2)

Charter Renewals:
Advisory Committees – 7871 ( Feb 12)
Advisory Panel on Outreach and Education, Health Insurance Marketplace,

Medicare, Medicaid, and Children's Health Insurance
Programs – 10688 ( Feb 27)

Board of Scientific Counselors, National Center for Environmental Health/
Agency for Toxic Substances and Disease Registry – 5761 ( Feb 3)

Board of Scientific Counselors, National Center for Health Statistics – 6971
( Feb 9)

Board of Scientific Counselors, National Institute for Occupational Safety
and Health – 8660 ( Feb 18)

Certain Federal Advisory Committees – 6090 ( Feb 4)
Healthcare Infection Control Practices Advisory Committee – 4269 ( Jan 27)
National Cancer Institute – 5763 ( Feb 3)

Cooperative Agreements:
Amputee Coalition – 11680 ( Mar 4)

Debarment Orders:
Douglas M. Hargrave – 11995 ( Mar 5)
Hung Yi Lin – 8664 ( Feb 18)
Jeffrey L. Rockmore – 11991 ( Mar 5)
John D. Noonan – 12007 ( Mar 5)
Steven M. Lynch – 12013 ( Mar 5)
William F. DeLuca, Jr. – 12011 ( Mar 5)

Delegation of Authority:
Statements of Organization, Functions, and Delegations of

Authority – 1416, 1417 ( Jan 9); 2714 ( Jan 20); 3610, 3614 ( Jan 23)
Determinations that Products Were Not Withdrawn from Sale for Reasons

of Safety or Effectiveness:
REYATAZ; Atazanavir Sulfate Capsules, 100 Milligrams – 509 ( Jan 6)
SUBUTEX (Buprenorphine Hydrochloride) Sublingual Tablets, Equivalent 2

and 8 Milligrams Base – 8088 ( Feb 13)
TAGAMET (Cimetidine) Tablets – 1423 ( Jan 9)

Determinations:
Emergency Use of New In Vitro Diagnostics for Detection of Enterovirus

D68 – 10685 ( Feb 27)
Determining Mental Health Professional Shortage Areas of Greatest

Need – 1919 ( Jan 14)
Draft National Adult Immunization Plan – 11999 ( Mar 5)
Evaluations of Simplified Nucleic Acid Tests for Detecting and Quantifying

HIV – 7606 ( Feb 11)
Exclusive Licenses:

Her2 Monoclonal Antibodies, Antibody Drug Conjugates, and Site Specific
Antibody Conjugate Methods for the Treatment of Cancer – 510
( Jan 6)

Scopolamine for the Treatment of Depression and Anxiety – 2951 ( Jan 21)
Start-Up Evaluation License for the Development of Theranostic Kits for

Taxane-Based Chemotherapy – 8330 ( Feb 17)
Findings of Research Misconduct:

Bin Kang, Ph.D.; Oklahoma Medical Research Foundation – 2707 ( Jan 20)
Dong Xiao, Ph.D.; University of Pittsburgh – 4267 ( Jan 27)

Food and Drug Administration Modernization Act:
List of Recognized Standards, Recognition List Number 038;

Modifications – 4274 ( Jan 27)

Health and Human Services Department
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Funding Availability:
Child Welfare Services State Grants; Correction – 3607 ( Jan 23)
Voluntary Agencies Matching Grant Program; Single-Source Grants – 5554

( Feb 2)
Funding Opportunities:

Family Violence Prevention and Services/Grants for Domestic Violence
Shelters/Grants to Native American Tribes, Including Alaska Native
Villages, and Tribal Organizations – 12000 ( Mar 5)

Government-Owned Inventions; Availability for Licensing – 2110 ( Jan 15);
4935 ( Jan 29); 10129 ( Feb 25)

Guidance for Industry and Staff:
Adverse Event Reporting for Outsourcing Facilities; Federal Food, Drug,

and Cosmetic Act – 8872 ( Feb 19)
Advice about Eating Fish; Comment Period Closure – 9732 ( Feb 24)
Alcoholism; Developing Drugs for Treatment – 7871 ( Feb 12)
Complicated Intra-Abdominal Infections-Developing Drugs for

Treatment – 7479 ( Feb 10)
Complicated Urinary Tract Infections - Developing Drugs for

Treatment – 8325 ( Feb 17)
Consumer-Directed Print Advertisements and Promotional Labeling for

Human Prescription Drugs – 6998 ( Feb 9)
Current Good Manufacturing Practice Requirements for Combination

Products – 4280 ( Jan 27)
Development of Set 28 Toxicological Profiles – 7870 ( Feb 12)
Dietary Supplements Office; Strategic Plan; Request for Comments – 6733

( Feb 6)
Dissemination of NIH-Funded Clinical Trial Information – 8096 ( Feb 13)
Draft National Adult Immunization Plan – 6721 ( Feb 6)
Effectiveness of New Animal Drugs for the Reduction of Pathogenic Shiga

Toxin-Producing Escherichia coli in Cattle; Availability – 9731 ( Feb 24)
Entities Considering whether to Register as Outsourcing Facilities – 8871

( Feb 19)
Evaluating Drug Effects on the Ability to Operate a Motor Vehicle – 2432

( Jan 16)
General Wellness; Policy for Low Risk Devices – 2712 ( Jan 20)
Healthcare Providers and Systems Clinician, Group Survey; Consumer

Assessment – 2938 ( Jan 21)
In Vitro Diagnostic Devices for Detection of Ebola Virus; Emergency Use

Authorizations – 6972 ( Feb 9)
International Conference on Harmonisation; S10 Photosafety Evaluation

of Pharmaceuticals – 4282 ( Jan 27)
Investigating and Reporting Adverse Reactions Related to Human Cells,

Tissues, and Cellular and Tissue-Based Products – 9267 ( Feb 20)
Laser Illuminated Projectors; Classification and Requirements – 8665

( Feb 18)
Medical Device Accessories; Defining Accessories and Classification

Pathway for New Accessory Types – 2710 ( Jan 20)
Medical Device Data Systems, Medical Image Storage Devices, and Medical

Image Communication Devices; Mobile Medical Applications – 6996
( Feb 9)

Medical Device User Fee and Modernization Act – 1424 ( Jan 9)
Medical Devices and Clinical Trial Design for the Treatment or

Improvement in the Appearance of Fungally-Infected Nails – 4281
( Jan 27)

Memorandum of Understanding Addressing Certain Distributions of
Compounded Human Drug Products between the States and the
Food and Drug Administration – 8874 ( Feb 19)

Mitigating the Risk of Cross-Contamination from Valves and Accessories
Used for Irrigation Through Flexible Gastrointestinal
Endoscopes – 2711 ( Jan 20)

Mixing, Diluting, or Repackaging Biological Products Outside the Scope of
an Approved Biologics License Application – 8881 ( Feb 19)

National Occupational Research Agenda – 3602 ( Jan 23)
Noninvasive Testing for Coronary Artery Disease – 3594 ( Jan 23)
Policy on the Use of a Single Institutional Review Board for Multi-Site

Research – 511 ( Jan 6)
Postmarketing Adverse Event Reporting for Nonprescription Human Drug

Products Marketed without an Approved Application – 3608 ( Jan 23)
Poverty Guidelines; Annual Update – 3236 ( Jan 22)
Premarket Studies of Implantable Minimally Invasive Glaucoma Surgical

Devices – 7614 ( Feb 11)
Questions and Answers Regarding Effect of Patient Protection and

Affordable Care Act on State and Local Menu and Vending Machine
Labeling Laws; Withdrawal – 6996 ( Feb 9)

Repackaging of Certain Human Drug Products by Pharmacies and
Outsourcing Facilities – 8884 ( Feb 19)

Reproductive Risks Associated with Hazardous Drug Exposures,etc.;
Intelligence Bulletins – 3601 ( Jan 23)

Safety Considerations to Mitigate the Risks of Misconnections with Small-
Bore Connectors Intended for Enteral Applications – 7612 ( Feb 11)

Strategies to Treat and Manage Infantile Hemangioma – 3596 ( Jan 23)
Study Data Technical Conformance Guide and Data Standards

Catalog – 1508 ( Jan 12)
Sunscreen Feedback Letters – 892 ( Jan 7)
Technical Performance Assessment of Digital Pathology Whole Slide

Imaging Devices – 10122 ( Feb 25)
Toxicological Profiles – 6971 ( Feb 9)
Training Program for Regulatory Project Managers – 6731 ( Feb 6)
Vaccine Information Materials; Revision – 1416 ( Jan 9)

Guidance:
Clinical Trial Imaging Endpoint Process Standards – 11998 ( Mar 5)
Demonstrating the Substantial Equivalence of a New Tobacco Product --

Responses to Frequently Asked Questions – 12011 ( Mar 5)
Identifying Potential Biomarkers for Qualification and Describing Contexts

of Use to Address Areas Important to Drug Development – 8089
( Feb 13)

Innovations in Measuring and Managing Addiction Treatment Quality
Challenge; Requirements and Registration – 1922 ( Jan 14)

Interest Rate on Overdue Debts – 4268 ( Jan 27)
International Drug Scheduling; Convention on Psychotropic Substances;

Single Convention on Narcotic Drugs:
Scheduling Recommendations; AH-7921; Gamma-Butyrolactone;

1,4-Butanediol; Ketamine; 9 Additional Substances – 4283 ( Jan 27)
Loan Repayment Programs:

Repayment of Health Professions Educational Loans – 5562 ( Feb 2)
Medical Devices:

Safety and Effectiveness Summaries for Premarket Approval
Applications – 7615 ( Feb 11)

Medicare and Medicaid Programs:
Accreditation Commission for Health Care, Inc.; Home Health Agency

Accreditation Program – 2708 ( Jan 20)
Continued Approval of the Joint Commission's Psychiatric Hospital

Accreditation Program – 9466 ( Feb 23)
Quarterly Listing of Program Issuances; October through December

2014 – 5537 ( Feb 2)
Medicare Programs:

Advisory Panel on Hospital Outpatient Payment Membership
Appointments – 10690 ( Feb 27)

Medicare Evidence Development and Coverage Advisory
Committee – 3605 ( Jan 23)

Medicare, Medicaid, and Children's Health Insurance Programs:
Moratoria on Enrollment of Ambulance Suppliers and Home Health

Agencies in Designated Geographic Locations – 5551 ( Feb 2)
Meetings:

Administration on Intellectual and Developmental Disabilities – 6727
( Feb 6)

Advisory Board on Radiation and Worker Health, National Institute for
Occupational Safety and Health – 11677 ( Mar 4)

Advisory Committee on Blood and Tissue Safety and Availability – 4922
( Jan 29)

Advisory Committee on Immunization Practices – 5116 ( Jan 30); 11441
( Mar 3)

Advisory Committee on Immunization Practices; Amendments – 5115
( Jan 30)

Advisory Committee on Interdisciplinary, Community-Based
Linkages – 2945 ( Jan 21)

Advisory Committee on Organ Transplantation – 1643 ( Jan 13); 10494
( Feb 26)

Advisory Committee on Training in Primary Care Medicine and
Dentistry – 2945 ( Jan 21)

Advisory Committee to the Director, Centers for Disease Control and
Prevention - Health Disparities Subcommittee – 5115 ( Jan 30)

Advisory Committee to the Director, State, Tribal, Local and Territorial
Subcommittee – 8661 ( Feb 18)

Advisory Council for the Elimination of Tuberculosis – 7870 ( Feb 12)
Advisory Council on Alzheimer's Research, Care and Services – 2428

( Jan 16)
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Advisory Group on Prevention, Health Promotion, and Integrative and
Public Health – 7868 ( Feb 12)

Advisory Panel on Outreach and Education, Health Insurance Marketplace,
Medicare, Medicaid, and Children's Health Insurance
Programs – 10694 ( Feb 27)

Anesthetic and Analgesic Drug Products Advisory Committee – 6731
( Feb 6)

Anesthetic and Analgesic Drug Products Advisory Committee;
Corrections – 9733 ( Feb 24)

Arthritis Advisory Committee – 7480 ( Feb 10)
Board of Scientific Counselors, Office of Public Health Preparedness and

Response – 11675 ( Mar 4)
Cardiovascular and Renal Drugs Advisory Committee – 10700 ( Feb 27)
Cellular, Tissue and Gene Therapies Advisory Committee, Oncologic Drug

Advisory Committee – 7872 ( Feb 12)
Center for Scientific Review – 41, 42 ( Jan 2); 1030, 1031, 1032 ( Jan 8); 1428,

1428 ( Jan 9); 1644, 1646 ( Jan 13); 1926, 1927 ( Jan 14); 2114, 2115, 2116
( Jan 15); 2433 ( Jan 16); 2719, 2721 ( Jan 20); 2947, 2948, 2951 ( Jan 21);
3611, 3613 ( Jan 23); 3970 ( Jan 26); 4292, 4296 ( Jan 27); 4579, 4581
( Jan 28); 4935 ( Jan 29); 5123, 5124 ( Jan 30); 5765, 5767 ( Feb 3); 6094
( Feb 4); 6524 ( Feb 5); 7003 ( Feb 9); 7484, 7485, 7486 ( Feb 10); 7621
( Feb 11); 7872, 7875 ( Feb 12); 8333 ( Feb 17); 8674 ( Feb 18); 8888
( Feb 19); 9278 ( Feb 20); 9735, 9736, 9737, 9738 ( Feb 24); 10130 ( Feb 25);
10495 ( Feb 26); 10701 ( Feb 27); 11456, 11457, 11458 ( Mar 3); 11682
( Mar 4); 11991, 11994, 11999 ( Mar 5)

Center for Scientific Review; Amendments – 43 ( Jan 2)
Center for Substance Abuse Prevention Drug Testing Advisory

Board – 1650 ( Jan 13)
Clinical Outcomes Assessment Development and Implementation --

Opportunities and Challenges; Public Workshops – 12010 ( Mar 5)
Clinical Trial Requirements, Regulations, Compliance and Good Clinical

Practice – 8325 ( Feb 17)
Community Preventive Services Task Force – 5537 ( Feb 2)
Conditional Approval of New Animal Drugs – 8091 ( Feb 13)
Dermatologic and Ophthalmic Drugs Advisory Committee – 3969 ( Jan 26)
Dermatologic and Ophthalmic Drugs Advisory Committee and Ophthalmic

Devices Panel of the Medical Devices Advisory Committee – 4578
( Jan 28)

Diabetes Mellitus Interagency Coordinating Committee – 7484 ( Feb 10)
Discretionary Advisory Committee on Heritable Disorders in Newborns

and Children – 4290 ( Jan 27)
Disease, Disability, and Injury Prevention and Control Special Emphasis

Panel – 5116, 5116, 5117 ( Jan 30); 6971 ( Feb 9); 8660, 8661, 8661, 8662
( Feb 18); 11676, 11677 ( Mar 4)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel; Correction – 10491 ( Feb 26)

Disease, Disability, and Injury Prevention and Control Special Emphasis
Panel; Corrections – 11676, 11677 ( Mar 4)

Endocrinologic and Metabolic Drugs Advisory Committee – 11680 ( Mar 4)
Eunice Kennedy Shriver National Institute of Child Health and Human

Development – 1647 ( Jan 13); 4294, 4294 ( Jan 27); 6093, 6094 ( Feb 4);
7485, 7486 ( Feb 10); 9737 ( Feb 24); 11459 ( Mar 3)

Evaluating and Modernizing our Approaches for Food-Effect Assessment;
Cosponsored Workshop – 4288 ( Jan 27)

Fogarty International Center – 3970 ( Jan 26)
Food and Drug Administration/Xavier University Global Medical

Device – 8327 ( Feb 17)
Frederick National Laboratory Advisory Committee to the National Cancer

Institute; Amendment – 2721 ( Jan 20)
Future Directions for the Surveillance of Agricultural Injuries – 10491

( Feb 26)
Gastroenterology Regulatory Endpoints and the Advancement of

Therapeutics; Public Workshop – 4933 ( Jan 29)
Healthcare Common Procedure Coding System Coding and Payment

Determinations – 10691 ( Feb 27)
ICD-10 Coordination and Maintenance Committee – 9728 ( Feb 24)
In Motion - Science Transforming Policy in Food, Drug, and Medical Device

Regulation – 8328 ( Feb 17)
Kidney Interagency Coordinating Committee – 6523 ( Feb 5)
Measuring Dystrophin in Dystrophinopathy Patients and Interpreting the

Data; Public Scientific Workshops – 11454 ( Mar 3)
Minority Health Advisory Committee – 2107 ( Jan 15)
National Advisory Committee on Children and Disasters – 5759 ( Feb 3)

National Cancer Institute – 513, 513 ( Jan 6); 1428 ( Jan 9); 2719 ( Jan 20);
2949, 2950 ( Jan 21); 5124 ( Jan 30); 5764, 5766 ( Feb 3); 6093 ( Feb 4);
7622 ( Feb 11); 7874 ( Feb 12); 8331 ( Feb 17); 8889 ( Feb 19); 9735
( Feb 24); 10702 ( Feb 27); 11211 ( Mar 2)

National Cancer Institute; Amendment – 512, 514 ( Jan 6)
National Center for Advancing Translational Sciences – 2950 ( Jan 21); 3971

( Jan 26)
National Center for Complementary and Alternative Medicine – 1649

( Jan 13); 3611 ( Jan 23)
National Center for Complementary and Integrative Health – 9739 ( Feb 24)
National Committee on Vital and Health Statistics – 4576 ( Jan 28)
National Committee on Vital and Health Statistics Standards

Subcommittee – 4577 ( Jan 28)
National Eye Institute – 7001 ( Feb 9); 8676 ( Feb 18); 10497 ( Feb 26)
National Heart, Lung, and Blood Institute – 2112 ( Jan 15); 2946, 2950, 2951

( Jan 21); 4292, 4293, 4293 ( Jan 27); 5764 ( Feb 3); 7485 ( Feb 10); 7874
( Feb 12); 8887, 8887 ( Feb 19); 10496 ( Feb 26); 10701, 10702, 10702
( Feb 27); 12019 ( Mar 5)

National Human Genome Research Institute – 2113 ( Jan 15); 6523 ( Feb 5);
8673 ( Feb 18)

National Institute of Allergy and Infectious Diseases – 512, 514 ( Jan 6);
1032 ( Jan 8); 1644 ( Jan 13); 2113, 2117 ( Jan 15); 2720, 2722 ( Jan 20);
2948 ( Jan 21); 3610 ( Jan 23); 3971 ( Jan 26); 4292, 4295 ( Jan 27); 5122,
5124, 5124 ( Jan 30); 5768 ( Feb 3); 6094 ( Feb 4); 7001 ( Feb 9); 7620
( Feb 11); 7873 ( Feb 12); 8333, 8333 ( Feb 17); 8673, 8675 ( Feb 18); 9736
( Feb 24); 11456, 11457 ( Mar 3)

National Institute of Arthritis and Musculoskeletal and Skin
Diseases – 1648 ( Jan 13); 3611, 3613 ( Jan 23); 6093, 6093 ( Feb 4); 7620
( Feb 11)

National Institute of Biomedical Imaging and Bioengineering – 1644
( Jan 13); 5764 ( Feb 3); 7486 ( Feb 10)

National Institute of Dental and Craniofacial Research – 2116 ( Jan 15);
7001 ( Feb 9); 11458 ( Mar 3)

National Institute of Diabetes and Digestive and Kidney Diseases – 1646
( Jan 13); 2718, 2720, 2721 ( Jan 20); 3610 ( Jan 23); 3972 ( Jan 26); 5125
( Jan 30); 7002 ( Feb 9); 7621 ( Feb 11); 7874 ( Feb 12)

National Institute of Environmental Health Sciences – 3972 ( Jan 26); 5763
( Feb 3); 8330 ( Feb 17); 11211 ( Mar 2); 11994 ( Mar 5)

National Institute of General Medical Sciences – 2946 ( Jan 21); 4295
( Jan 27); 9740 ( Feb 24); 10497 ( Feb 26)

National Institute of Mental Health – 1927 ( Jan 14); 2947 ( Jan 21); 5764,
5767 ( Feb 3); 8673 ( Feb 18); 10496 ( Feb 26)

National Institute of Neurological Disorders and Stroke – 513, 514 ( Jan 6);
2719, 2721 ( Jan 20); 3613 ( Jan 23); 4578 ( Jan 28); 7003 ( Feb 9); 9735
( Feb 24); 11682 ( Mar 4)

National Institute of Neurological Disorders and Stroke;
Amendments – 7620 ( Feb 11)

National Institute of Nursing Research – 1646 ( Jan 13); 2116 ( Jan 15); 8676
( Feb 18); 10496 ( Feb 26)

National Institute on Aging – 42 ( Jan 2); 1649, 1649 ( Jan 13); 2721 ( Jan 20);
3240 ( Jan 22); 4297 ( Jan 27); 4937 ( Jan 29); 7001, 7003 ( Feb 9); 7622
( Feb 11); 8331 ( Feb 17); 9738 ( Feb 24)

National Institute on Alcohol Abuse and Alcoholism – 1427 ( Jan 9); 4292,
4295 ( Jan 27); 9736 ( Feb 24)

National Institute on Deafness and Other Communication
Disorders – 2117 ( Jan 15); 9738 ( Feb 24)

National Institute on Drug Abuse – 1650 ( Jan 13); 2115 ( Jan 15); 2946, 2947,
2949 ( Jan 21); 7873 ( Feb 12); 8332 ( Feb 17)

National Institute on Minority Health and Health Disparities – 4293, 4294
( Jan 27)

National Library of Medicine – 1644 ( Jan 13)
National Preparedness and Response Science Board – 11441 ( Mar 3)
National Vaccine Advisory Committee – 2107 ( Jan 15)
Neurological Devices Panel of the Medical Devices Advisory

Committee – 9733 ( Feb 24)
NIH Advisory Board for Clinical Research – 10497 ( Feb 26)
Office of Regulatory Science and Innovation Science Symposium – 10700

( Feb 27)
Office of Technology Transfer – 5565 ( Feb 2)
Orthopaedic and Rehabilitation Panel of the Medical Devices Advisory

Committee – 8326 ( Feb 17)
Patient-Focused Drug Development for Functional Gastrointestinal

Disorders – 7616 ( Feb 11)
Pediatric Advisory Committee – 11681 ( Mar 4)
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Pediatric Ethics Subcommittee of the Pediatric Advisory
Committee – 10123 ( Feb 25)

Pediatric Neurocognitive; Advancing the Development of Pediatric
Therapeutics; Public Workshops – 11455 ( Mar 3)

Pediatric Stakeholder – 10493 ( Feb 26)
Pharmacy Compounding Advisory Committee – 3967 ( Jan 26)
PharmaLink Conference--Leadership in a Global Supply Chain – 4289

( Jan 27)
Presidential Advisory Council on HIV/AIDS – 4268 ( Jan 27)
Presidential Commission for the Study of Bioethical Issues – 2937 ( Jan 21)
Pulmonary-Allergy Drugs and the Drug Safety and Risk Management

Advisory Committees – 7000 ( Feb 9)
Recombinant DNA Advisory Committee – 9277 ( Feb 20)
Regulation of Combination Drug Medicated Feeds – 8092 ( Feb 13)
Robotically-Assisted Surgical Devices -- Challenges and Opportunities;

Workshops – 10124 ( Feb 25)
Safety and Occupational Health Study Section, National Institute for

Occupational Safety and Health – 4270 ( Jan 27)
Secretary's Advisory Committee on Human Research Protections – 10686

( Feb 27)
Software Developers on the Common Formats for Patient Safety Data

Collection and Event Reporting – 7605 ( Feb 11)
Subcommittee for Dose Reconstruction Reviews Advisory Board on

Radiation and Worker Health – 11206 ( Mar 2)
Subcommittee for Dose Reconstruction Reviews, Advisory Board on

Radiation and Worker Health, National Institute for Occupational
Safety and Health – 5117 ( Jan 30)

Subcommittee on Procedures Review; Advisory Board on Radiation and
Worker Health, National Institute for Occupational Safety and
Health – 4269 ( Jan 27)

The Tobacco Products Scientific Advisory Committee – 8093 ( Feb 13)
Toxicological Principles for the Safety Assessment of Food

Ingredients – 5559 ( Feb 2)
Tribal Consultation – 7608 ( Feb 11)

Modifications to the List of Recognized Standards – 7617 ( Feb 11)
National Coordinator for Health Information Technology Approved Test

Tools and Test Procedures – 4577 ( Jan 28)
National Institute of Biomedical Imaging and Bioengineering Design by

Biomedical Undergraduate Teams Challenge; Requirements and
Registration – 12017 ( Mar 5)

National Medical Device Postmarket Surveillance System Planning Board
Report – 10125 ( Feb 25)

National Vaccine Injury Compensation Program List of Petitions
Received – 12016 ( Mar 5)

Partnership to Develop the Branded Food Products Database for Public
Health (R01) – 9734 ( Feb 24)

Petitions for Inclusion in the Special Exposure Cohort:
Carborundum Co., Niagara Falls, NY – 7605 ( Feb 11)

Petitions:

Lawrence Livermore National Laboratory; Livermore, CA; Special Exposure
Cohort – 2707 ( Jan 20)

National Vaccine Injury Compensation Program; List of Petitions – 6091
( Feb 4)

Planning Cooperative Agreement Applications:
Tribal Self-Governance Program – 9271 ( Feb 20)

Proposed Priorities:
National Institute on Disability, Independent Living, and Rehabilitation

Research – 10103, 10106, 10111, 10114 ( Feb 25)
National Institute on Disability, Independent Living, and Rehabilitation

Research; Rehabilitation Research and Training Centers – 10099
( Feb 25)

Regulatory Site Visit Training Program – 8329 ( Feb 17)
Requests for Applications:

Medicare Program; Oncology Care Model – 8323 ( Feb 17)
Requests for Information:

Public Health Concern Related to Racial/Ethnic Demographic Subgroups
for Office of Minority Health Research – 10126 ( Feb 25)

Requests for Nominations:
Advisory Committee on Blood and Tissue Safety and Availability – 4923

( Jan 29)
Food Advisory Committee; Closing Date Extension – 5559 ( Feb 2)
Health Information Technology Standards Committee – 7869 ( Feb 12)
Minority Health Advisory Committee – 2108 ( Jan 15)
National Institute of Neurological Disorders and Stroke, Muscular

Dystrophy Coordinating Committee – 5565 ( Feb 2)
Voting Members on a Public Advisory Committee; Science Board to the

Food and Drug Administration – 3609 ( Jan 23)
World Trade Center Health Program Scientific/Technical Advisory

Committee – 9729 ( Feb 24)
Requests for Scientific Information:

Imaging for Pretreatment Staging of Small Cell Lung Cancer – 2939 ( Jan 21)
Treatments for Fecal Incontinence – 2941 ( Jan 21)

Single-Source Program Expansion Supplement Grants:
Center for Survivors of Torture; Dallas, TX – 507 ( Jan 6)

Special Exposure Cohort:
Westinghouse Electric Corp., Bloomfield, NJ; Petition Evaluation – 3236

( Jan 22)
Statements of Organization, Functions, and Delegations of Authority:

Office of Medicare Hearings and Appeals – 2708 ( Jan 20)
Termination of the Commonwealth of Puerto Rico's Protection and

Advocacy for Persons with Developmental Disabilities Award – 5555
( Feb 2)

User Fees:
Generic Drug User Fee Amendments; Public Hearing on Policy

Development; Reopening of Docket – 6729 ( Feb 6)
Withdrawal of Drug Products from Sale for Reasons other than Safety or

Effectiveness:
LYMPHAZURIN (Isosulfan Blue) Injectable, etc. – 5560 ( Feb 2)

Health and Human Services Department
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